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I. BACKGROUND 

The product, Sani.-Wipe (EPA Reg. No. 9480-7), is an EPA-approved food contact 
SIJ..rrface sanitizer for use on hard,. non-porous smfaces. fu a previous submission. the applicant 
requested an amendment to the registration of tlus product to add daims for use of the product as 
a sanitiz~ng v...ipe on hard~ non-porous, food contact stufaces in food service settings, restaurants, 
food processing areas, and households. This data submission is part of the requested final reports 
that th.e appHcant is to ubmit in support of the stated amendment. The studies vvere conducted at 

1ycoscience Labs, Inc. located at 25 Village Hill Road in Willington, Connecticut 06279. 

This data package contained two studies (MRID Nos. 458969-01 and 458969~02). 
Statements ofNo Confid.entiaW:y Claims for both s,t1zdies, and ilie last occepted.lahel (dated Ju1y 
3, 2002). 

11. USE DIRECTIONS 

The product is designed to be used for sanitizing hard, non-porous, food-contact surfaces 
such as cow1tertops, dram boards. and non-wood cutting boards .. Directions on the liast accepted 
tabel (dal:ed July 3, 2002) provided the following information regardin.g preparation and use of the 
product as a food-contact surface sanitizer: Pre-cleWI if surface is visibly soiJed. Wipe surface so 
that it remains visibly wet for 30 seconds. Let air dry. 

The directions also provided the following instructions: Do not use to sanitize eating 
utensils, glassware, cookware, and food processing equipment. Do not apply directly to any type 
of human food. Do not use for cleaning or sanitizing human skin. Do not use as a diaper wipe or 
for persona] cleansing. 

IU, AGENCY STANDMIDS FOR PROPOSEID CLAIJ\.1S 

Non-Residua] Sanitization of Hard Inanimate Food-Contact Surfaces Using Pr·e-Saturated. Single 
Use I owe ettes 

Iowdette products .represent a unique combination of antimicrobial chemical and 
applicator, pre~packaged as a tullit in fiX:ed proportions. As such, the compJete product, as oflered 
for sale, ~hould be tested according to the directions for use to ensure the producfs effectiveness 
in sanitizing hard surfaces. The standard test methods. available (e.g .• AOAC Germicidal Spray 
Products Test, AOAC Germicida] and Detergent Sanitizing Action Method), :if followed exactly,, 
would not close[y simulate the way a towe[ette product is used. Agency guidelines recommend 
that a simulated-use test be conducted by modifying the AOAC Gennicida[ Spray Products Test 
against Staphylococcus aureus (ATCC 6538) and Escherichia coli (ATCC 11299) on two carrier 
surfaces: (1) stainless stee] or glass, and (2) plastic with a rough surface (i.e., pJastic cutting 
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board). fuocu]ated carriers shouid he dried for 40 minutes at 30~37°C. Agency guidelines further 
r·ec-ommend that instead of spraying the inoculated surface o·f the carrier. the produc-t should be
tested by \Viping the surface of the carrier with the saturated tmvelel1e, and then subculturing the 
slides after a 30~second holding time. Liquid expressed from the used. tow·e1ette should also lbe 
subcultured. Te.sil:s are to be conducted in triplicate. Thr-ee product samples, representing three 
different bat.che.s, one of which is :at least 60 days o1d~ must be tested. Starting inocu]a must 
provide 75-12:5 x 106 CFU/mL on. the parallel control surface. Additional organisms. may be 
tested, using two batches of product Acceptable results must demonstrate a 99.999% reduction 
in the number of microorganisms within 30 seconds. Subc.ultures of the liquid expresse-d from the 
used towelettes should be negative for gro\\1h. The study report must provide systematic and 
complete descriptions of the tests employed and tile r·esu]t.s obtained, Label directions must state 
that the towelette must. be visibly 'Wet (saturated) before use. and. the treated surface must be 
visibly wet after use. Additionally, the label must identify the recommended maximum surface 
area to be treated, which must be reflective of the surface ar·ea tested in the study. The above 
Agency .standards are presented in the Apri112, 2001 EPA Memorandum. Draft [nterim G1.ridance 
for Non~ Residual Sanitization of l-Iard Inanimate Food Contact Surfaces Using Pre-Sarumted 
Iowelettes. This guidance does not address produc-ts for use on utensils, g]asses. food 
contamers, dishes, aud food processing equipment. 

IV. COMMENTS ON THE SUBMITTE-D EFFICACY STUDIE.S 

1. :MRID 458969-01 "Nice-Pak Products, bu. Etlleacy Stud~ of Single Use 
lmpregoated 'fowelettes for Use as a Sanitizer for Non.:Food Contact Surfaces/,hy 
Rich.ard E. Aneoault. Study conduded at Myeosci.enee Labs, Int:-. Study 
completion date- March 2:5, 2003. 

IIris study vvas conducted against Salmonella choleraesuis (ATCC 1 0708). Two lots 
(Lot Nos. 2!149 EUS and 21097 EUS) of the pmduct. Sani-Wipe. were tested. The produ.ct was 
tested as received, no 1uepanrtion was necessary. Each textured high-density po1yethy1ene 
(HDP'E) surface was i:t:11.oculated \vith 0.125 mL of the prepared cu]ture suspension so that the 
total inoculum volume was 1.0 mL per eight 6" x 121

' sections. The inoculwn was spread 
unifonnl.y over e.acb surface section and dried at room temperature for 40 minutes prior to 
performing the testing. One wipe (8 x 10 in dimension) was l!lsed to \vi.pe 4ft 2 of inoculated. 
surface area (consisting of eight 6''' x 12" secLions),. The wiped surfaces. w·e.r,e allowed to sit for 
five' minutes and then were transferred to a st.erHe stomacher bag containing 3,000 .mL of steriall 
AOAC neutralizer solution.. Five minutes after wiping the last surface, the wipe was transferred 
lo 200 mL of sterile AOAC neutr.a]izer blank solution. The (8) composited surfaces and wipe
were then nmnediately sonicated for five minutes~ folluwed by agitation by hand. Surface and 
vvipe suspensions were assayed for surviving numbers ofmicroorgrulisms using membrane 
filtration technique. App.ropriate aliquots; such as 3 mL an.d 30 mL of the sample surface ·extracts 
and 2 mL and 20 mL of the· w1pe extracts were filtered. through individual sterile bacterial 
retentive filters followed by a 50 mL rinse wiili AOAC neutralizing solution. The membrane 
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filters were transferr·ed to the smfa.ce ofTzyptone Glucose Extract A2ar plates. containing 25 mL 
of AOAC st.ock neutraAizer/L. the plates were incubated at 35- 37'C for a m.inimum of 48 hours 
and then were enumerated. Controls included parallel controls. neuttaliz.er effectiveness, and 
·ccmfirmation of the chaUenge microorganism .. 

2. 1\lffiiD 458969-02 "Nh!e-Pak Products, Inc. Effitacy Study of Single Use 
Impregnated 'fo.welett.es for Use a.11 a Sanitizer for Non3 Food Contact Surfa.ces," by 
Ricbard E. Arsenault Study ·CORducted at Mycoscience Labs, Inc. Stu.dy completion 
date - Ma.relt 25, 2013. 

This study \vas oonductoo against Salmonella choleraesuis (ATCC 1 0708). Two lots 
(Lot Nos. 2Jl49, 21097) of the product~ Sani-Wipe~ were tested. The product was tested as 
received. no preparation v.ras necessary. Each glass surface section was inoculated with 0.125 mL 
of the prepared culture suspension so that the total inoculmn voiume was 1.0 mL per eight 6" x 
12 11 sections. The inoculum was spread uniformly over each surface section,. and dried at room 
temperature for 40 minutes prior to performing the testing. One wipe (8 x 10 in dimension) was 
used to wipe 4ft. 2 ofinoculated surface area {consisting of eight 611 x 12" sections). I he wiped 
surfaces were a11ovved to sit for five rninutes and were then transferred t;0 a sterial stomacher bag 
containing 3.000 mL of sterile AOAC neutralizer solution. Five mi:m.rtes aft.er wiping the last 
surface. the wipe was transferred to 200 mL ·Of sterile AOAC neutralizer blank solution. The 
eight (8) composited surfaces and vr.i.pe were tben inm1ediately sonicated for five minutes, 
followed by .agitation by hand. Surface andl v;,1.pe suspensions were assayed for surviving numbers 
of microorgrutisnts using membrane filtration technique. Appropriate ai.iquots, such as 3 mL and 
30 mL of the sample surface extracts and 2 mL and 20 mL of the wipe extiacts were filtered 
through individlual s:teri1e bacteria] retentive filters. followed by a 50 mL rinse with. AOAC 
neutraHzling solution; The mem1brane filters were trans:ferred to the surface ofTryptone Glucose 
Extract Agar plates containing 25 mL AOAC stock neutralizer/L.. The plates w-ere incubated at 
35- 37°C for a min]mum of48 hours and were then enumerated. Controls included pa:raHel 
con11l:ols, neutralizer ·effectiveness. and confirmation of the challenge microorganism. 

4 



V. RESULTS 

l\ffiiD N umbel:': 458969..01 
'fest Organism: 
LGt N urm ben 

Repl:il:;ate 

l ) Surfum~ 

I l) Wipe 

2) Sur:l:imc 

:2) W ipe 

3) Smface 

3)\Vipe 

ParaUel Co-ntrol 
S1dace 
\Vipe 

Salmo'l!elia cholertll!St,f,f on t-e).':tUred UDP.E 4ft.2 Surface 
2Jll49 EUS 

I Dihi!liiion Fi1wred 
I 

CFU/FiJtor CFU Reroveud 
I 

I l ;WO (30mL) I {) <LO>xl02 

l: lO (20mL) 0 <U X ]0~ 

i:I.OO{lOmL} 0 <U X ]{12 

UO (lUmL) 0 <1.0 X lOl 

I :100 {30mL) 0 <LOX leV-

l:lO (20mL) 0 <J.oxw• 

l:30WJOO 1.'93 5.79 X 101 

1:1,000,000 95 1.9 X. I OR 

.MRIU Nurnb~r: 45896~01 

Test Organintt: 
Lot Number: 

Retplica•te 

I) Surface 

l)Wipe 

2) Slldiu::e 

2) WiiJX 

3) Surface 

3) Wipe 

Parallel CootroJ 
Sll!l'face 
Wipe 

SaJmvnelfa droler1leJuis on toxturedl HDPE 4ft.2 Su.rface 
2JU97 EUiS 

Dil.utien Filltered CFUIFiUer 

I 
CFU Reecwered 

1:100 (.JOmL) 0 I <Uh:. W2 

] : 10 (20m L) 0 <HI X l01 

] :100 (30mL) 0 <LOx Hl~ 

I ;lO (20ml.) 0 I <U X ioO' 

] : 1 00 (30mL) 0 < l.0 .1C. w~ 

1:10 (20mL} ~ I <LOx Jr0 1 

];300,000 98 2.94 x W1 

] :.2,000,000 46 9.2 X 101 
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TnmlCFlJ Reduction 
Reeo:ver-edl 

<IJ X 101 .99.99% 

<LI x ro~ 99.99% 

<1. 1 X l o2 99.99% 

2.48 X llf NA 

TotaJ CF . RedJucti.oll! 
RemveRd 

<U X l02 ">99.99% 
' I 

I 

< l.l X Hl2 I >99.99% 

<l.J X 101 I >99.9~/r, 

l.2lx Jo~ NA 



MRID Number~ 4·589{)~02 

T·es't OrgoDi.s:m: S{dmunella choler11esuis on gJass 4ft..i Surface 

' 

LotNu.mber: 2J149 .IWS 

Re-;plicme Di~uHon Filter·ed I CPU/filler CPT J R.ecmrc.JICd TolaiCFU I Reduction 
Recovered 

1) Slll'face ] :1 00 (3 On'IL) 0 <tO x I.Oi 
I <]. l K l02 .>99.99% 

0 \Vipe I :lO (20mL) (I <UxWL 

2) Surrfitce 1: 1 ·01) {30rn:t) 0 <Ll X 102 

I 
<l.] X l(il >99.99% 

I 2) Wipe 1 : ~ ~} (20<rnL) 0 <tOx ]OJ 

3) Surface 1:100 (30mL) I 0 I <l.Ox 102 

<l.l ;;{ 102 >99.99% 
J)Wipl;'; I: tO (2-0m.L) n I <],0 X lOL 

I 

Pm'li.U~~ Cuntrol 
Surface I :300,000 so 1.5 X [Q7 1.09x Hf NA 
Wipe l:2,000,0rl0 47 9 .. 4x W3 

MRm N 11mb.:r: 4589'69-0! 
Test Organ ism: SlliNuJne/Ja dweT,aesui:r ·DD gl11~~ 4ft.! S:u rf~ce 
Lot Number: 2.J097 

Replicate Dilution fi~wred CF /Filter CFU &ecov:cr;::d Total CPU Roouctiun 
R!ecoY<:rcd 

1) SLJrface l: UlO (30mL) I 0 <LOx 10" 

I 

<LixliJ~ ><99.99% 
l) Wipe l ; 10 {20m.L} 0 <LOX 101 

2) Slll~rfacc ] :]00 (3QmL) 0 J <Hix W2 I 
I 

-

,) 

<U ){ W2 >9'9.9-9% 
2) \Vipc J :]() (20mL) 0 <I .Ox W1 

3) Smfacc 1:100 (30ml) {I <:l.O x 1Ql 

I 

<U x ]0~ >99.99% 
3} Wipe 1: lO (20m1) 0 <:Uix 101 

~ 

I Par!dl.!!l Col!lt•·o.J 
Surface ] :3{10,000 50 1..17 :x W' L76x. 10~ A 
Wipe 1 :2.,000,000 47 1.64 )0: ] (]!1 I 

V1. CONCLUSIONS 

1. The submitted efficacy data (MRID No.458969-0l) does indeed support the use o:f the 
product, Sani= Wipe; as. a non-food contact surface sanitizer when tested against Salmonella 
choleraesuis in the pr·eSJence of a 5% organic soH load on 4ft.2textured HDPE surfaces for a 
contact time of 5 minutes. 
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2. The submitted ,efficacy data (MRID No. 458969-02) does indeed support the use of the 
pl"'duct, San]-Wipe, as anon-food contact surface sanitizer when tested against Salmonella 
cholerae.rnis .in the presence of a 5% organic soil load on. 4:ft.2 glass surfaces for a contact. time oJf 
5 minutes , 

VII. RECOMMENDATIONS 

1. The labeJ claims (as supported by MRID Nos. 458969-01 and 456989~02) are acceptable 
ltegardin,g the use of the produ.ct, Sani-Wipe, as a non-food contact surface sanitizer against 
.Salmonella choleraesuis in the presence of a 5% organic soH load on hard, non~porous surfaces 
for a contact time of 5 minutes. 

1 


